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CEumlm Jim

Dr. AIanD. Huktt
Director
OllrLadyofthdake
RegionalMedicalCenterBk)odBank
SOOOWrJmsey Boulevard
BatonRouge,Louisiana70808

DearDr. mktt:

q-_of~@tibldWon_W_~,l~,a
investigatorsdocumentedviolationsof T* 21, C* of FederalRegulations(21
cFR), Farts211and606.

Deviationsnotedindudd: 1) Iackof - valfiti of coqum systemsoftware:
2) hihsreumtablishandinqlementqte~mmrnmmb
vendorunnxtrictedmodem_ andnotconsktcmtlydoamemmg thi8aoccss;3)
notconhctiog ● secondaryreviewof cOmpuUxmftwm modbti~, 4) lackof 8
cmpu@rbardwuemdmtim-e-W5@$ kkofwrifkdmthat
sdtwareMOdifications*tedm*”H” Sysummidefbl todmmdmcatkm
impkmeuted later in the ‘live’ system.

The a“bove Uentitition of violatim is not iMmxM to be an d-inclusive list of
deficiencies at your facility. his your responsIMm, w RapMMe Head, to amurc
thatyourestablishmentis in compliancewithail rquhmts of the Foderalre@a-
tionso Federala&enciesare 4tCh&d of theissumxofail w8fnblgLettersaboutdnlga
dtibmtit*my *eti M-tib~*mm~ti
●wardof ~.



D Page -2- OurLadyof theMe Reghd MedicalCen@r/BatonRouge,LA

You shouldtakepromptactiontocorrectthesedeviations. Failureto promptly
correctthesedeviationsmayresultin regulatoryactia withoutfhrthernotice. such
actioninchdes licensesuspensionWor revocatkm,seizureandhrinjudon.

We acknowledgereceiptof yourletterdatedW* 14, lx, thatmpondedto the
deviationsnoted&f’@ therecent~tion. h dcfitim, yOU-d noti@tbia
office in writing, within1Sworkingdaysof receiptof this Her, of any
additionalstepsyou havetakento correctthenotedvioIationa,includingan explana-
tionof eachstepbeingtakentoprevemthereCWmn@of similarviolations. If
correctiveactioncannotbecanplti witi 15 w- *ys. @atethereasonfm this
delayandthetimewithinwhichthecorrectionswill be completed.

Your respmseshouldbe directedtoNicOkP. Harm complianceOmcer,Us.
Foodad DrugAdmhbmim ,429$~ySillU ~lds ihnue, New~leana, btdfiiana,
70122-3848,telephcmenumber(S04)589-7166. H you have any qudons

cOmming thec0ntent90fthisleWr,orifyou desirca medngwhtieqpcy staff,
do nothesitateto contactMs. Hardin.

Sincerely,

uJamesE. Garnet
IXstrictDirector
New OrleansDe

Encbsure: FDA-483
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